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IN THE CLAIMS 

Please cancel claims 7, 12, 13, 22, 23, 54, 63, 67 and 68, and amend claims 1, 1 1, 14, 17, 19- 
21, 34, 41, 51, 58-60, 66 and 71 as follows: 




1 . (CURRENTLY AMENDED) A pharmaceutical composition comprising: 

agent i) selected from the group consisting of an insulin, an insulin analoftthat binds an insulin 

receptor and lowers blood glucose and chat differs from a narurally occurrin g insulin by one or mote 

amino acid differences, a physiologically active fragment of said insulin and a physiologically active 

fragment of said insulin analog, 

agent ii) selected from the group consisting of an insulin-related peptide, an insulin-related 

peptide analog, a physiologically active insulin-related peptide fragment and a physiologically active 

insulin-related peptide analog fragment, and 
agent iii) an insulin sensiQ2er. and 

* pl^i-mwnfirall y acceptable non-ionic surfactant wherein the non-ionic surfactant is a block 
copolymer of propylene oxide andethylene oxide: 

wherein the insuli n -related peptide is selected from the group cemsisnnojriC-penride, 
glucagon-like peptide-1 (GLP-1). amylin. insulin-like growth faccor-1 (IGF -1) and IGF-1 bound to 
binding protein 3 . 



2. (ORIGINAL) The composition of claim 1 wherein said agent I) is an insulin, 

3. (ORIGINAL) The composition of claim 2 wherein said insulin is selected from the group 
consisting of human insulin, porcine insulin and bovine insulin. 

4. (ORIGINAL) The composition of claim 1 wherein said agent i) is an insulin analog. 

5. (ORIGINAL) The composition of claim 4 wherein said insulin analog is selected from the 
group consisting of Lys 328 insulin, Pro 529 insulin and Asp 02 * insulin. 

6. (ORIGINAL) The composition of claim 1 wherein said agent n) is an insulin-reJaced peptide. 
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7. (CANCELLED) 

8. (ORIGINAL) The composition of claim 1 wherein said agent iii) is an insulin sensitizer of the 
glitazone family. 

9. (ORIGINAL) The composition of claim 1 which is stabilized for administration by a 
medication infusion pump. 

10. (PREVIOUSLY CANCELLED) 



£\ 11. (CURRENTLY AMENDED) The composition of claim 1 , which is i liquid and comprises 
0r ^ comprising about 1.5 to about 40 mg/ml of agent i) and about L5 to about 40 mg/ml of agent ii). 




13. (CANCELLED) 




3 



14. (CURRENTLY AMENDED) The composition of claim 43 H comprising about-1.5 to about 
10 mg/ml of agent i), about 1,5 - to abouc 10 mg/ml of agent if) and an amount of said non-iooic 
surfactant affording a concentration less than the critical mieelkr concentration of said composition. 



15. (PREVIOUSLY CANCELLED) 



16. (PREVIOUSLY CANCELLED) 



1 7. (CURRENTLY AMENDED) The composition of <4*'«r> 1 , which is a liquid and composes 
composing about 0.5 to about 40 mg/ml of agent i) and about 0.05 to about 12 mg/ml of agent iii). 



18. (PREVIOUSLY CANCELLED) 
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1 9. (CURRENTLY AMENDED) The composition of claim l r which is a liquid and comprises 

about 0.05 to about 125 mg/ml of agent ii) and about 0.05 to about 12.5 mg/ml of agent 

20. (CURRENTLY AMENDED) The composition of claim 1 farther comprising tw© pjig ox 
more additional compounds of agent i), two or moto compoun ds of agent ii), or two or more 
compOBoda of agent in). 

21 . (CURRENTLY AMENDED) A phaitriflccutkal composition comprising 

i) at least one agent selected from the group consisting of an insulin, an insulin analog, a 
physiologically acuve insulin fragment and a physiologically active insulin analog fragment and 

ii) at least one agent selected from the group consisting of an insulin-related peptide, an 
insulin-related peptide analog, a physiologically active insulin-related peptide fragment and a 
physiologically acuve insulated-related peptide analog fragment, and 

iii) an insulin sensiriz errand 

iv) optionally, a phatmaceutjcally acceptable carrier; 

wherein said agent ii) comprises a hydrophobic portion that is coated with a phaxmaceutically 
acceptable non-ionic surfactant that is a block copolymer of propylene oxide a nd ethylene oxide. 




22. (CANCpfcCf^ 

23. (C 

24. (PREVIOUSLY CANCELLED) 

25. (ORIGINAL) The composition of claim 21 which is stabilized for adrimiistration by a 
meditation infusion pump. 
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26. (ORIGINAL) A method of treating diabetes comprising the step of administering to a patient 
in need of such treatment the pharmaceutical composition of claim 1. 

27. (ORIGINAL) The method of claim 26 wherein said composition is administered co said 
patient by a medication infusion pump. 

28. (ORIGINAL) Hie method of claim 27 wherein said medication infusion pump is reusable, 

29. (ORIGINAL) The method of claim 27 wherein said medication rafreion pump is non- 
reusable. 

30. (ORIGINAL) Hie method of daim 27 wherein said mediation infusion pump is implantable. 

31 . (ORIGINAL) The method of claim 27 wherein said medication infusion pump is externally 
mountable. 

32. (ORIGINAL) The method of claim 26 wherein said composition is administered continually. 

33. (PREVIOUSLY AMENDED) A method of treating diabetes comprking the step of 
administering to a patient in need of such treatment the pharmaceutical composition of rkim 1 . 

34. (CURRENTLY AMENDED) A method of creating diabetes comprising the seep of 
administering to a patient in need of such treatment the pharmaceutical composition of claim 43 11. 

35. (PREVIOUSLY AMENDED) A method of treating diabetes comprising the step of 
administering to a patient in need of such treatment the pharmaceutical composition of claim 14. 

36. (PREVIOUSLY AMENDED) A method of treating diabetes comprising the step of 
administering to a patient in need of such treatment the pharmaceutical composition of rf*tm 17. 
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37. (PREVIOUSLY AMENDED) A method of Hearing diabetes comprising the step of 
flHt nWwrtn^ng to a patient in need of such treatment the phannaceurical composition of claim 19. 

38. (ORIGINAL) The method of claim 37 wherein said diabetes is type 2 diabetes. 

39. (ORIGINAL) A method of treating diabetes comprising the step of administering to a paaent 
in need of such treatment the pharmaceutical composition of claim 20. 

40. (ORIGINAL) A method of treating diabetes comprising the step of administering to a patient 
in need of such treatment the pharmaceutical composition of claim 21. 




41. (CURRENTLY AMENDED) A method of treating diabetes comprising the step of 
administering to a patient in need of such treatment pharmaceutical compositions a)-c), wherein 
composition a) comprises 

i) at least one agent selected ftom the group consisting of an insulin, an insulin 
analog tW VH* fl l ™ g1ltirt r eceptor and lowers bloo d glucose and that differs 
frnm a hflturflfly occurring insulin fr y p ne Qt mQ Ufi ?mifin add differences, a 
physiologically active fragment of said insulin and a physiologically active 
fragment of said insulin analog, and 

ii) a pharmaceutically acceptable carrier, 
composition b) comprises 

i) at least one agent selected from the gtoup consisting of an insulin-related 
peptide, an insulin-related peptide analog, a physiologically active insulin-related 
peptide fragment and a physiologically acuve insulin-related peptide analog 
fragment, and 

ii) a pharmaceutically acceptable carrier, and 
composition c) comprises 

i) an insulin sensitizer, and 

ii) a pharmaceutically acceptable carrier; 
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wherein the ingnlin-rek rp^ pept ide is selected from the group consisting of C-peptidc. 
glucflgon-likg papride-1 (GT J^1)»_amylin T j ngnltn-lilcp growth factor-1 (IGF-1) and IGF-1 bound to 
binding protein 3 . 



42. (ORIGINAL) The method of claim 41 wherein each of said compositions is administered to 
said patient using a separate delivery device. 

43. (ORIGINAL) The method of claim 42 wherein each said delivery device is a medication 
infusion pump. 

44. (ORIGINAL) The method of claim 41 wherein each of said compositions is administered at a 
different rate, 

45. (ORIG INAL) The method of claim 41 wherein each of said compositions is administered 
continually. 

46. (PREVIOUSLY AMENDED) The method of claim 41 wherein compositions a) and b) are 
administered to said patient using a single delivery device. 

47. (ORIGINAL) The method of claim 46 wherein said composition b) further comprises at least 
one pharmaceutical^ acceptable non-ionic surfactant 

48. (PREVIOUSLY AMENDED) The method of claim 41 wherein conipositions a) and c) are 
administered to said patient using a single delivery device. 

49. (PREVIOUSLY AMENDED) The method of claim 41 wherein expositions b) and c) axe 
administered to said patient using a single delivery device. 

50. (PREVIOUSLY AMENDED) The method of claim 41 wherein compositions a), b) and c) are 
administered to said patient using a single delivery device. 
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51. (CURRENTLY AMENDED) A method of making a phaimaceutical composition useful in 
treating diabetes, said method comprising the step of combining agents i) - iii), wherein 

agent i) is selected from the group consisting of an insulin, an insulin analo g that hinds an 
insulin w eptor and lowers blood glucose and that differs from a naturally occur ring insulin, by one or 
nwft amin o acid differences, a physiologically active fragment of said insulin and a physiologically 
active fragment of said insulin analog, 

agent ii) is selected from the group consisting of an insulin-related peptide* an insulin-related 
peptide analog, a physiologically active insulin-related peptide fragment and a physiologically active 
insulin-related peptide analog fragment] 

wW^tn a gents i) and n) are combined wifr ? pharmgrmrrall y acceptable^noririonic surfactant 
that is a block copolymer of propylene oxide and ethylene oxide, and 

agent iii) is an insulin sensitizer; 

wl^twi tht* tnQn1in,TPl qted peptide is selected from the group consisting of C-pcpridc r 
glucagon-like peptide-1 (GLP-1). g mylin, ingnlin -Iike growth taetor-1 (IGF-1) and IGF A bound to 
binding protein 3 . 

52. (ORIG INAL) The method of claim 51 wherein said agents are combined with a 
pharmaceutical^ acceptable carrier. 

53. (PREVIOUSLY CANCELLED) 

54. (CANCHfED)^^ 

55. (PREVIOUSLY CANCELLED) 

56. (PREVIOUSLY CANCELLED) 

57. (PREVIOUSLY CANCELLED) 
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58. (CURRENTLY AMENDED) A method of treating diabetes and at least one side effect 
thereof which comprises the step of adrrunistering to a patient in need of such treatment a 
pharmaceutical composition comprising 

a) at least one agent selected from the group consisting of an insulin, an insulin aftalogthat 
hinds an insulin «« pmr and low^ Mnnd pWv. *«A that differs from a naturally nccuttuy insulin by 
™» ™ tnn«. am inn .M differences, a pbiysiologically active insulin fragment and a physiologically active 

insulin analog fragment, 

b) at least one agent selected from the group consisting of an insulin-rekted peptide, an 
insulin-related peptide analog, a physiologically active insulin-related peptide fragment and a 
physiologically active insulin-related peptide analog fragment, wherein said agent is effective in treating 
said side effect, 

c) a pharmaceutical^ acceptable non-ionic surfactant at « a block copolymer of 
propylene o ^dc and ethylene oxide, and 

d) an insulin sensitizer; 

•g^rem the insulin-rekfed peptide is selected frnm rhe group consisting of C-peptide, 
glnca gon-like pyrid^l fGLP-lV amvlin. in sulin-like growth factor^ AGF-l^ and IGFA bound to 
^n<fegptpj;e,ig^ 

59. (CURRENTLY AMENDED) A pharmaceutical composition comprising agents i) - Hi), 
wherein 

agent i) is selected from the group consisting of an insulin mimetic material, 

agent u) is selected from the group consisting of an insulin-rekted peptide, an insulin-related 

peptide analog, a physiologically active insulin-related peptide fragment, and a physiolgically active 

insulin-related peptide analog fragment, and 
agent iii) k an insulin sensitizer; 

wherein the ins rriin-reWed peptide is selected from th e group consisting of C-pepride, 
ghca gon-Kke p e pride-1 (GLP-lV amylin. insu lin-like growdi ftctaM flGF-tt and IGF-1 bound to 
hi-ndtn g p t-nn*m \ and 

wherein agents ft and in are combined * pi™ rurally arr/ytahle non-ionic surfactant 
that is a block copolymer of propylene oxide and ethyle ne oxide. 



G&C 130.32-US-01 



Receded from < +13106418793 > al 6/25/03 6:46:12 PM [Eastern Daylight Time] 



06-25-2003 02:53PM F ROM-Gates & Cooper LLP 



413106418798 



T-796 P. 01 3/020 F-798 




60. (CURRENTLY AMENDED) The composition of claim 59 wherein said agent i) is a small 
molecule insulin mat^l 

61. (ORIGINAL) The composition of claim 60 wherein the small molecule insulin mimetic 
material is L-783,281. 

62. (ORIGINAL) The composition of claim 59 wherein said agent ii) is an insulin-rekted peptide. 

63. (C 

64. (ORIGINAL) The composition of claim 59 wherein said agent in) is an insulin sensitize* of the 
glitazone family. 

65. (ORIGINAL) The composition of claim 59 which is stabilised for administration by a 
medication infusion pump. 





66. (CURRENTLY AMENDED) The composition of claim 5 9. which is a liquid and comprises 
compfin i ng about 1.5 to about 40 mg/ml of agent I), about 1.5 to about 40 mg/ml of agent i$, and 
about 0.05 to about 115 mg/ml of agent in). 



67. (CANCELLED) 

68. (CANCELLED) 

69. (PREVIOUSLY CANCELLED) 

70. (PREVIOUSLY CANCELLED) 
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71. (CURRENTLY AMENDED) The composition of claim 59 farther composing wo £0£ or 
more additional compounds of agent i), two ot maco - compounda of agent ii), or t wo or more 
compounds of agent iii). 
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